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DETAILED ACTION 

Status of the Claims 

Claims 1-10 are currently pending and are the subject of this Office Action. 
Claims 1 , 2, 9, and 10 are the subject of this Office Action. This is the first Office Action 
on the merits of the claims. 

Election/Restrictions 

In response to the species election requirement, applicant has elected a 
protease-controlling agent as the species of therapeutic ingredient in the reply filed on 
Sep. 15, 2008. Paragraphs [0033]-[0039] of the instant specification list the various 
classes of therapeutic ingredients recited in claims 2-7 separately as non-overlapping 
species. Thus, it is clear that these species represent distinct embodiments of the 
invention. Therefore, claims 3-7 are withdrawn from further consideration pursuant to 
37 CFR 1.142(b) as being drawn to a nonelected invention, there being no allowable 
generic or linking claim. Claim 8, which depends from claim 1, recites the limitation "the 
proteolytic enzyme" in line 2 of the claim. There is insufficient antecedent basis for this 
limitation in the claim as no proteolytic enzyme is recited in claim 1 . It appears that this 
claim should depend from claim 7, which recites a proteolytic enzyme. However, since 
claim 7 is drawn to a nonelected species, claim 8 has been withdrawn as well. Election 
was made without traverse. 
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Priority 

The earliest effective U.S. filing date afforded the instantly claimed invention has 
been determined to be Oct. 8, 2004, the filing date of PCT application PCT/DK04/00690 
to which the instant national stage 371 application claims priority. Acknowledgment is 
made of applicant's claim to foreign priority under 35 U.S.C. 119(a)-(d). The certified 
copy of the Danish application was filed with the USPTO on Apr. 10, 2006. 

Abstract 

The abstract of the disclosure is objected to because the word "comprising" in 
line 3 of the abstract should be "comprise". 

Specification 

The title of the invention is not adequately descriptive. A new title is required that 
is clearly indicative of the invention to which the claims are directed. At a minimum, the 
title should make reference to the presence of liposomes and absorbent material, which 
are the critical components in the claimed dressings. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-10 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 
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The claim elements "exudates handling means" and "releasing means" are 
means (or step) plus function limitation that invokes 35 U.S.C. 112, sixth paragraph. 
However, the written description fails to disclose the corresponding structure, material, 
or acts for the claimed function. The instant specification does not clearly define 
exudates handling means or releasing means and it is not clear what the intended 
exudates handling or releasing means actually is/are. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 

States. 

Claims 1, 2, 9, and 10 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Svedman (U.S. Patent No. 6,264,979; Issued Jul. 24, 2001) 
(hereinafter Svedman). 

1. Svedman discloses transdermal devices intended to be applied to de- 
epithelialized skin (i.e. wound dressings) (abstract; column 2, lines 8-11 and 48-49; 
column 3, lines 55-60). The devices taught by Svedman comprise an absorbent layer 
(Figure 16, element 68; column 11, lines 55-58), which is an exudates handling means 
as defined in paragraphs [0018] and [0023] of the instant specification. Svedman also 
teaches that the active agent is protected from attack by proteolytic enzymes exuding 
from the wound by encapsulating the active agent in liposomes (column 6, lines 41-44; 
claim 17). The instant specification does not clearly define releasing means, but makes 
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reference to the fact that release may be induced by the action of phospholipases 
expressed by various bacteria present in the wound (paragraph [0032]). In particular, 
phospholipase C is discussed as being expressed by the types of bacteria that 
commonly cause infections in wounds and as being able to effect release of the active 
agent from liposomes via hydrolysis of the glycerol-phosphate linkage in various 
phosphatides (paragraph [0032]). 

2. Thus, because liposomes are cleavable by various phospholipases produced by 
microorganisms in a wound they qualify as possessing a "releasing means" . It is noted 
that paragraph [0030] of the instant specification states that the wound constituent that 
triggers the release of the active agent from the liposomes may be a compound 
produced by microorganisms in the wound (i.e. phospholipases). Svedman teaches 
that the wound exudate will include bacteria, whole cells, cellular debris, and enzymes 
(column 2, lines 53-54). Therefore, the devices taught by Svedman possess each 
limitation of instant claim 1 and anticipate this claim. 

3. Svedman teaches the use of protease-controlling agents such as protease 
inhibitors (column 5, lines 56-60; column 6, lines 3-6, 11-14, and 20-34), reading on 
instant claim 2. 

4. The wound constituent may be a lipase that is produced from wound-dwelling 
bacteria, which is a biological constituent that would be present in a chronic wound, 
reading on instant claim 9. Furthermore, as taught by Svedman, the wound exudate 
would contain bacteria, and thus their associated lipases (i.e. the wound constituent), 
reading on instant claim 10. 



Application/Control Number: 10/575,243 Page 6 

Art Unit: 1611 

Claim 1, 9, and 10 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Martineau et aL (WO 01/15750; Published Mar. 8, 2001; Reference AO on IDS 
dated Dec. 18, 2006) (hereinafter Martineau etaL). 

5. Martineau et al. disclose wound dressings comprising hydrogels (i.e. a wound 
exudates handling means as defined in paragraph [0023] of the instant specification) 
and therapeutic agents contained in liposomes (abstract; page 5, last paragraph). As 
discussed above, by virtue of the chemical structures, liposomes inherently possess 
releasing means as defined in the instant specification (paragraph [0032]) since the 
lipids can be cleaved by lipases. Since lipases produced by wound-dwelling bacteria 
are wound constituents as defined in paragraph [0030] of the instant specification, 
Martineau et aL read on instant claim 1 . 

6. Since the wound constituent may be a lipase that is produced from wound- 
dwelling bacteria, it is a biological constituent that would be present in a chronic wound, 
reading on instant claim 9. Furthermore, since the wound exudate would contain 
bacteria and their associated lipase, the wound constituent is present in the wound 
exudate, reading on instant claim 10. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art: to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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Claims 1, 2, 9, and 10 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Martineau et a/, in view of Cullen et aL (WO 03/047643; 
Published Jun. 12, 2003; Reference Reference AN on IDS dated Dec. 18, 2006) 
(hereinafter Cullen etaL), 

7. Martineau et aL disclose the wound dressings of instant claim 1 as applied 
above. Martineau et al. teach that any active agent that can be compounded into 
liposomes can be used in their invention (page 6, 4*^ paragraph) and also teach the use 
of multiple therapeutics and various combinations thereof (page 6, last paragraph). 
Martineau et aL do not teach the use of protease-controlling agents in their wound 
dressings. 

8. However, Cullen et aL disclose absorbent wound dressings comprising 
therapeutic agents and protease inhibitors (abstract). Cullen et aL teach that wound 
fluids often have high levels of proteases (paragraph [0014]) and that proteases are, in 
part, responsible for the generation of pain (paragraph [0007]). In light of these 
teachings, one of ordinary skill in the art at the time the invention was made would have 
been motivated to include protease inhibitors (i.e. protease-controlling agents) in the 
wound dressings taught by Martineau et aL, with the expectation of reducing the pain 
associated with the wound. Thus, it would have been prima facie obvious to one of 
ordinary skill in the art at the time of the invention to include protease inhibitors along 
with other therapeutic agents in the dressings of Martineau et aL, reading on claim 2. 

9. It is noted that a reference is good not only for what it teaches by direct 
anticipation but also for what one of ordinary skill in the art might reasonably infer from 
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the teachings. (In re Opprecht 12 USPQ 26 1235, 1236 (Fed Cir, 1989); In re Bode 193 
USPQ 12 (CCPA) 1976). In light of the forgoing discussion, the examiner concludes 
that the subject matter defined by the instant claims would have been obvious within the 
meaning of 35 USC 103(a). From the teachings of the references, it is apparent that 
one of ordinary skill in the art would have had a reasonable expectation of success in 
producing the claimed invention. Therefore, in the absence of evidence to the contrary, 
the invention as a whole was prima facie obvious to one of ordinary skill in the art at the 
time the invention was made, as evidenced by the references. 

Conclusion 

No claims are currently allowable. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kevin S. Orwig whose telephone number is (571)270- 
5869. The examiner can normally be reached Monday-Friday 7:00 am-4:00 pm (with 
alternate Fridays off). If attempts to reach the examiner by telephone are unsuccessful, 
the examiner's supervisor, Sharmila Landau can be reached Monday-Friday 8:00 am- 
5:00 pm at (571)272-0614. The fax phone number for the organization where this 
application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
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you have questions on access to tlie Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance fr-om a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
KSO 

/Andrew D Kosar/ 

Primary Examiner, Art Unit 1654 



